
MUHMCTEPCTBO 3APAB00XPAHEHMH POCCHMCKOM OEflEPAqHM 

KOMHTET no HOBOH MEAHII;HHCK0H TEXHHKE 
BbinHCKA H3 nPOTOKOJIA JVs 9 

Sace/xaHne komhcchh no HHCTpyMCHTaM, npHSopaM, annanaxaivi h MaTepHajiaivi, npHMeHHeMbiM b 
o6meH xHpvprHH. 



OT «22» 0KTfl6pH 2002 r. 



CjiyuiaJiH 4 (pasHoe): 

PaccMoxpeHHe (noBTopno) npeziJTO^eHHH he pa3pa6oTKy MaxepHajia nojiHaKpHJiaMHAHoro ajih HHteKUHH 
B MHFKHe TKaHH c nocjicAyiomHM KyjibTMBMpoBaHMCM reTeporcHHux KJiexoK, npej^craBJieHHoro 000 
«BHTArEJIb)> (MocKBa) h oxHexa no HHP, npoBe;i.eHHOH b 3tom nanpaBJieHHH, onpejiejieHHH 

B03MOKHOCTH npOBe^eKHH OrpaHHMCHHblX KJIHHHHCCKHX HCCnCAOBaHHH 

CooGmeHHC npe^cTaBHxeJieH: 
B.B. JTonaxHHa (HHHP); 
C.E. CeBcpHHa (MHHHM3); 
H.C. CeprecBOH (MHHOH hm. H.A. FepucHa). 

rioCTaHOBHJIH; 

1. Komhcchh, paccMOxpcB npez^cxaBneHHbie MaxepHajibi- npe;[tJio>iceHHe Ha pa3pa5oxKy, 

xoKCHKOJiorHHecKoe 3aKJH04eHHe o rejie, «BHxarej]E,», naynHbiH oxnex MHHH Me^HUHHCKGH 
3KOJiorHH «3KcnepHMeHxajibHaH anpo6auHH HMnjiaHXHpoBaHHoro noJiHaKpHJiaMHAHoro rera a-hh 
KyjibXHBHpoBaHHH ajTJio-H KCCHoreHHbix KJiexoK», a xaKxce oxnex MHHOH hm, H. A. FepueHa 
«3KcnepHMeHxanbHaji anpo6auH5i hobofo ^Oj[^xoJ[^a k HMMynoxepanHH paKa)>, b Koxoptix 
npHBe^cH 3KcnepHMeHxajibHbiH Maxepnaji Ha5JIK)/^eHHH 3a 3KcnepHMeHxajibHbiMH ^chboxkbimh, 
HaKonjieHHbiH b xeneHHC 2-x Jier. B oxnexax noKaaaeo, 4X0 nojiHaKpHJiaMHAHbiH rejib jiBJinexcH 
MaxepHajioM GnocoBMecxHMbiM c xKanaMH MJieKonHxaiomHx h npn ho/^koxchom BBC^eHHH 
noKpbiBaexcH coeOTHHtejibHOXKanoH KancyjioH 6e3 npHsnaKOB BOcnaneHHH h;ih OTxop>KeHH5i; 
noMemcHHbie b renb kjicxkh aJiJio- hhh KCCHoreHHoro npoHCxo>K;ieHHH OKasbiBaioxcH b ycjiOBHHX, 
coKpamatomHX hx ^cHSHecnocoSHOCXb h 3amHmaK)mHX ox KJiexoHHbix ajieMenxoB HMMynnxexa; 
j^jiHxejibHoe npe6biBaHHe KcenorenHbix kjicxok b coe^HHHxejibHoxKaHOH Kancyjie BbOMBaex 
npHTOK jiHM4)0H/iHbix 3JieMeHX0B H pocT cocyAHCxoH cexH B o6jiacTH rejiK; noKaaana BbicoKaH 

npOXHBOOnyXOJieBa^ 34)(l)eKXHBHOCXb KCeHOBaKUHHaUHH (b HAAF) >KHB0XHbIX KJieXKaMH 

MejiaaoMbi HeJiOBCKa, nojiyMCHKbiMH h3 nepBHHHbix h nepcBHBHbix onyxojicBbix Kyxibxyp, b 

OXHOLUeHHH MCJiaHOMbl, nOKasaHO, MXO OAHOKpaXHaH BaKUHHaUHH MblUieH npHBOAHX K 

Bbipa>KeHH0My npo;ionH<HxejibHOMy xopMO>iceHHK) pocxa MejianoMbi, no cpaBHCHHio c KOHxpoJicM; 
nojiyHCHbi xaK>Ke j[iaHHbie o xepaneBTHMccKOM 34>4>^Kxe KceaoreHHOH xpaHcnjianxauHH b rejib 
KJieroK a^eHOKapuHHOMbi mojiohhoh >Ke;ie3bi.. 

KceHOBaKUHHauHH Mbimeft ne BJiHHJia na o6mee cocxohmhc H<HB0XHbix h 4)opMyjTy hx KpoBH. 



2, KoMHCCHH, yHHTbiBan BbimeyKasaHHoe, cMHtaeT bosmoxchmm npoBecra KJiHHHHecKHe 
HCCjre/^oaaHHH noj^KOicHoro bbqjx&h^k noJinaKpHJiaMHAHoro rejiH ajih Ky^STHBHpoBaHHH 

KCeHOrCHHblX KJICTOK Ha OrpaHHHeHHOM KOJlHHeCTBC 50JlbHt»IX C MCJiaHOMOH (IV CT,) H c 

a;ieHOKapaHHOMOH mojiohhoh ^ejiessi (IV ct.) b MHHOH hm, n.A, TepueHa. HccjieAOBaHra 
npoBCCTH no paspaGoxaHHOH nporpaMMe, Koxopyio jioJiyKUhi paccMoxpexL h yxBcpAHTb Komhcchh 
3XHKe H yneHbiH coBex yicasaHHoro HHcxHxyxa. 

2. PeayjTbxaxbi HccjieAOBaHHH npe^cxaBHXb Ha paccMoxpcHHe Komhcchh b ycxanoBJieHHOM 



nopH/iKe. 



n.n. ripeAceAaxejiL komhcchh 




A. Jl. KjlHMHaUIBHJIH 



BbinMCKa BepHa: 



CcKpexapb komhcch: 



M.H. EropoHicHHa 
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Heard 4 (miscellanea): 

consideration (re-consideration)' of a proposal for the de- 
velopment of polyacrylamide material for injections into 
soft tissues with subsequent culturing heterogeneous cells, 
submitted by the LLC "VITAGEL" (Moscow) and of the report on 
research and development carried out along these lines, for 
determining the possibility of carrying out limited clinical 

investigations. 

Reports made by representatives: 
V.V. Lopatin (Research Institute of Rubber and Latex Ar- 
ticles) ; 

S.E. Severin- (Moscow Research Institute of Medical Ecol- 
ogy) ; 

N.S. Sergeeva (P. A. Gertsen Moscow Research Oncological 
Institute) 



Ruled: 

1. The Commission, has considered the presented docu- 
ments: proposal for the development, toxicological 
conclusion concerning the gel of "Vitagel", scientific 
report of the Moscow Research Institute of Medical 
Ecology "Experimental Approbation of Implanted Poly- 
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acrylamide Gel for Culturing Alio- and Xenogenous 
Cells", as well as the report of P. A. Gertsen Moscow 
Research Oncological Institute "Experimental Approba- 
tion of New Approach to Cancer Immunotherapy", in 
which experimental data on monitoring experimental 
animals during 2 years are presented. In said reports 
it is shown that polyacrylamide gel is a material bio- 
compatible with mammalian cells, and upon subcutaneous 
administration it becomes covered with a connective 
tissue capsule without inflammation or rejection symp- 
toms; cells of allogenous or xenogenous origin, placed 
into the gel, prove to be under conditions which re- 
duce their viability and protect them from cellular 
immunity elements; prolonged residence of xenogenous 
cells in the connective tissue capsule causes influx 
of lymphoid elements and growth of vascular network in 
the vicinity of the gel; it is shown that xenovaccina- 
tion of animals (in PAAG) with human melanoma cells 
obtained from primary and transplanted neoplastic cul- 
tures has a high antitumor effectiveness with regard 
to melanoma, it is shown that single vaccination of 
mice leads to a pronounced prolonged inhibition of 
melanoma growth, compared with control; data are also 
obtained about the therapeutic effect of xenogenous 
transplantation of mammary gland adenocarcinoma cells 
into the gel. 

Xenovaccination of mice did not affect the general 
state of the animals or their blood count. 
In view of the above-stated, the Commission deems it 
possible to carry out clinical investigations of the 
subcutaneous administration of polyacrylamide gel for 
culturing xenogenous cells on a limited number of pa- 
tients with melanoma (IV degree) and with mammary 
gland adenocarcinoma (IV degree) at P. A. Gertsen Mos- 



^' ""^aw'flesearch Oncological Institute. The investigations 
'/s^Sir.be carried out in accordance with a developed, 
"program subject to consideration and approval by the 

-^^rA i-hP* Scientific Council of 

Ethics Commission and by ttie bcxenux^ 

said Institute. 
3 The results of the investigation shall be submitted 
■ for consideration of the Commission in accordance with 
established procedure. 

or«. Chairman o£ C<«a.^ssion A.D.Klimx.3hvili 

PP. . «t„ct: secretary of Commission M.H.Egorochkina 



